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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

March 2, 2017

Ms. Jennifer C. Harmer, Associate Director
Zoetis, Inc.

333 Portage Street

Kalamazoo, M1 49007-4931

Subject: Label Amendment — label revisions including updates to the container disposal
section and other minor changes

Product Name: Solitude® IGR

EPA Registration Number: 1007-93

Application Date: December 1, 2016

Decision Number: 524771

Dear Ms. Harmer:

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 for the above referenced product. The Registration Division
(RD) has conducted a review of this request for its applicability under PRN 98-10 and finds that
the action requested falls within the scope of PRN 98-10. The label submitted with the
application has been stamped “Notification” and will be placed in our records.

Should you wish to add/retain a reference to the company’s website on your label, then please be
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide
Act and is subject to review by the Agency. If the website is false or misleading, the product
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition,
regardless of whether a website is referenced on your product’s label, claims made on the
website may not substantially differ from those claims approved through the registration process.
Therefore, should the Agency find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA approved registration,
the website will be referred to the EPA’s Office of Enforcement and Compliance.

If you have any questions, please contact Linda A. DeLuise by phone at
703-305-5428, or via email at deluise.linda@epa.gov.

Sincerely,
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Richard Gebken, Product Manager 10
Invertebrate & Vertebrate Branch 2
Registration Division (7505P)
Office of Pesticide Programs



Master Label
2, 6, and 20 Ib. presentations

[Optional text and images appears in brackets-the final product label may include some or all of
the optional text on the front or back label.]

Front Label
ACCEPTED
Solitude® IGR
Insect growth regulator 03/02/20 17
feed-through FLY PREVENTIVE for horses Under the Fedaral Insecticide, Funglcide

and Rodenlicide Acl as amended, for the

pesticide registenad under

[- Controls house and stable flies that develop in horse manure] [-] EPARes Moy 99793
[- % oz scoop a day]
[Image of horse]
ACTIVE INGREDIENT

Cyromazine: N-Cyclopropyl-1,3,5-triazine-2,4,6-triamine 2.12%
OTHER INGREDIENTS* 97.88%
TOTAL 100.00%

*Other ingredients are: alfafa, wheat shorts, and molasses (feed blend); propionic acid, acetic
acid, and sodium hydroxide (feed preservative)
KEEP OUT OF REACH OF CHILDREN
CAUTION
STOP — READ LABEL BEFORE USE

EPA Reg. No. 1007-93
EPA Est. No.

NET CONTENTS: {20 LBS. (640 doses)} {6 LBS. (192 doses)} {2 LBS. (64 doses)}

[Zoetis logo]



Back Label

Solitude® IGR

insect growth regulator

feed-through FLY PREVENTIVE for horses [Image of product in scoop]

[- Solitude IGR prevents the development of houseflies and stable flies in the treated

manure from the horse by breaking their lifecycle]
™
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[- %2 ounce scoop per day]

[- Begin feeding in the spring before flies appear and continue feeding throughout the
summer until cold weather stops fly development]

Indications: For fly control in and around:
Horses, horse barns, horse stables and paddocks, horse race tracks

Solitude IGR is a product which, when mixed into a horse’s ration according to the “Directions
for Use” given below, will control certain fly species that develop in the horse manure. Solitude
IGR is intended for use only in equine operations.

ENVIRONMENTAL HAZARDS

Do not apply directly to water. Do not contaminate water by disposing of equipment wash
water or rinsate.

DIRECTIONS FOR USE:

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

IMPORTANT: Read the entire “Directions for Use” before using the product.

Failure to follow directions and precautions on the label may result in poor fly control. DO NOT
USE ON HORSES INTENDED FOR SLAUGHTER FOR FOOD. Feed the recommended dosage to
each horse separately to make certain full ration is received. This product is to be fed top-




dressed on grain or mixed with the horse’s total ration to provide 300 mg (1 scoop) of
cyromazine per horse per day or 600 mg (2 scoops) of cyromazine per horse every other day.

Start feeding Solitude IGR early in the spring before flies begin to appear and continue feeding
throughout the summer and into the fall until cold weather inhibits fly development.

Solitude IGR prevents the development of houseflies and stable flies in the treated manure
from the horse, but is not effective against existing adult flies. The active ingredient,
cyromazine, is very insect specific. Cyromazine disrupts the production of chitin in the fly so the
larvae (maggots) cannot develop into adults. Once the fly reaches adulthood, cyromazine has
no effect on the chitin of the adult fly.

In some cases, supplemental fly control measures may be needed in and around paddocks and
stables to control adult houseflies and stable flies, which can breed not only in manure, but in
other decaying vegetable matter or silage on premises.

In order to achieve optimum fly control, Solitude IGR should be used in conjunction with other

good management and sanitation practices.

Dosage and Administration for Control of Houseflies and Stable Flies
Begin feeding in the spring before flies begin to appear and continue feeding throughout the
summer and into the fall until cold weather inhibits fly development.

Mixing Solitude IGR:

Daily Dosage: Using % oz. scoop supplied with the product, mix one (1) scoop of Solitude IGR in
the horse’s ration every day.

Alternate Day Dosage: Using ¥ oz scoop supplied with the product, mix two (2) scoops of
Solitude IGR in the horse’s ration every other day.

Solitude IGR will provide a high degree of fly control and will give the best results when
integrated with a well-managed fly control program which included determining the degree of
fly control desired, minimizing fly breeding sites, monitoring adult fly populations in and around
the operation; and frequent examinations of manure for maggot activity. To maximize the
effectiveness of Solitude IGR, horses must be individually fed with no group trough feeding.

Additional Information

Fly control in horse operations should include appropriate sanitary and management practices
to reduce the number and size of fly breeding sites. A successful sanitary and management
program may allow less than constant use of insecticides. This, in turn, should prolong the
effectiveness life of such agents.



Controlling Fly Breeding Sites: Certain conditions around horse operations encourage flies and
should be brought under control as an aid to fly control. These include:
1. Cleaning up feed and manure spills, especially if wet.
2. Reducing feed spills in the wet areas.
3. Minimize untreated breeding sites by removing collected manure prior to treating
with Solitude IGR.
Reducing moisture in manure, hay, and/or straw around holding areas.
Reducing the amount of excess hay leftover from pasture feeding.
Repairing water leaks that cause wet manure.
Cleaning out weed-choked water drainage ditches.
Minimizing sources from other fly-infested animal operations in close proximity.
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Determining the Threshold of Fly Tolerance: Fly pressure can vary depending upon farm
location, season of the year, and emphasis on sanitation. The frequency of manure removal
and proximity of the farm to neighbors or residential areas will greatly influence the expected
degree of fly control. Each farm must determine the level of fly control required and follow an
appropriate control program.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE AND DISPOSAL.

PESTICIDE STORAGE: Store in a dry place. Keep container closed when not in use. In the event
of spillage, scrape up and dispose of material in accordance with information given under
PESTICIDE DISPOSAL. Repackage and relabel useable product in a sound container. In case of
fire or other emergency, report at once by toll-free telephone to 1-888-963-8471.

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site
or at an approved waste disposal facility.

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill this container. Offer for
recycling if available. Completely empty bucket. Then dispose of empty bucket in a sanitary
landfill or by incineration if allowed by State and local authorities.

EPA Reg. No. 1007-93 EPA Est. No.

Manufactured for:
Zoetis Inc.

333 Portage Street
Kalamazoo, MI 49007




